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3. There is no established weld strength specification for the laser-welded Counter Torque
Key, part #248-02 as required by 21 CFR 820.181.

4. The device master record for the Counter Torque Key does not include written process
parameters for laser welding as required by 21 CFR 820.181.

5. The laser welding process for the Counter Torque Key has not been validated as required
by 21 CFR 820.75.

This letter is not intended to be an all-inclusive list of deficiencies at your facility. It is your
responsibility to ensure adherence to each requirement of the Act and regulation. The specific
violations noted in this letter and in the Inspectional Observation form, form FDA-483, issued
at the closeout of the inspection may be symptomatic of serious underlying problems in your
firm’s manufacturing and quality assurance systems. You are responsible for investigating and
determining the causes of the violations identified by the Food and Drug Administration. If
the causes are determined to be systems problems, you must promptly initiate permanent
corrective actions.

Given the serious nature of these violations of the Act, the endosseous dental implants and
counter torque key devices manufactured by Pinol may be detained upon entry into U.S. until
these violations are corrected. In order to remove the devices from this detention, it will be
necessary for you to provide a written response to the charges in this letter for our review.
After we notify you that the response is adequate, it will be your responsibility to schedule an
inspection of your facility. As soon as the inspection has taken place, and the implementation
of your corrections has been verified your products may resume entry into this country.

According to the inspection report, you promised to have your corrective action plan
completed by November 30, 2000. The Center for Devices and Radiological Health
(CDRH)\Office of Compliance (OC) has not received your corrective action plan. Please
notify this office in writing within fifteen (15) working days of receipt of this letter, of the
specific steps you are taking to correct the violations, including an explanation of each step
being taken to identify and make corrections to any underlying system problems necessary to
assure that similar violations will not recur. Any and all documentation showing plans for
correction should be included with your response to this letter. If documentation is not in
English, please provide the English translation to facilitate our review.
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Your response should be sent to the attention of Mr. Patrick B. Weixel, Dental, Ear, Nose,
Throat (ENT), and Ophthalmic Devices Branch, at the letterhead address.

Sincerely yours,
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/ Larry Spears 7

Acting Director
Office of Compliance
Center for Devices and Radiological Health



